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sample for assay as follows:
Reconstitute the sample as directed in 
the labeling. Then, using a suitable 
hypodermic needle and syringe, remove 
all the withdrawable contents if it is 
represented as a single dose container; 
or, if the labeling specifies the amount of 
potency in a given volume of the 
resultant preparation, remove an 
accurately measured representative 
portion from each container. Dilute the 
sample thus obtained with sufficient
0.1/V hydrochloric acid to obtain a stock 
solution of convenient concentration 
containing not less than 150 micrograms 
of tetracycline hydrochloride per 
milliliter (estimated). Further dilute an 
aliquot of the stock solution with sterile 
distilled water to the reference 
concentration of 0.24 microgram of 
tetracycline hydrochloride per milliliter 
(estimated). .

(2) Sterility. Proceed as directed in 
§ 436.20 of this chapter, using the 
method described in paragraph (e)(1) of 
that section, except use diluting fluid D 
in lieu of diluting fluid A.

(3) Pyrogens. Proceed as directed in 
§ 436.32(b) of this chapter, using a 
solution containing 5.0 milligrams of 
tetracycline hydrochloride per milliliter.

(4) Loss on drying. Proceed as 
directed in § 436.200(b) of this chapter.

(5) pH. Proceed as directed in
§ 436.202 of this chapter, using an 
aqueous solution containing 10 
milligrams per milliliter.

(6) 4-Epianhydrotetracycline. Proceed 
as directed in § 436.309 of this chapter.

§ 446.281d Tetracycline hydrochloride for 
intravenous use.

(a) Requirem ents fo r  certification—(1) 
Standards o f identity, strength, quality, 
and  pur/fyTTetracycline hydrochloride 
for intravenous use is a dry mixture of 
tetracycline hydrochloride with one or 
more suitable and harmless stabilizing 
agents. Its potency is satisfactory if it 
contains not less than 90 percent and 
not more than 115 percent of the number 
of milligrams of tetracycline 
hydrochloride that it is represented to 
contain. It is sterile. It is nonpyrogenic.
It passes the safety test. It contains no 
histamine or histamine-like substances. 
Its loss on drying is not more than 5.0 
percent. Its pH in an aqueous solution 
containing 10 milligrams per milliliter is 
not less than 2.0 and not more than 3.0.
Its 4-epianhydrotetracycline content is 
not more than 3.0 percent. The 
tetracycline hydrochloride used 
conforms to the standards prescribed in 
I 446.81a(a)(l).

(2) Labeling. It shall be labeled in 
accordance with the requirements of 
§ 432.5 of this chapter.

(3) R equests fo r  certification ; sam ples. 
In addition to complying with the 
requirements of § 431.1 of this chapter, 
each such request shall contain:

(1) Results of tests and assays on:
(A) The tetracycline hydrochloride

used in making the batch for potency, 
loss on drying, pH, absorptivity, 4- 
epianhydrotetracycline content, 
crystallinity, and identity.

(5) The batch of potency, sterility, 
pyrogens, safety, histamine, loss on 
drying, pH, and 4- 
epianhydrotetracycline content.

(ii) Samples required:
(A) The tetracycline hydrochloride 

used in making the batch: 10 packages, 
each containing approximately 300 
milligrams.

[B] The batch: A minimum of 10 
immediate containers.

'y (b) Tests and m ethods o f  assay—(1) 
Potency. Proceed as directed in 
§ 436.106 of this chapter, preparing the 
sample for assay as follows:
Reconstitute the sample as directed in 
the labeling. Then, using a suitable 
hypodermic needle and syringe, remove 
all of the withdrawable contents if it is 
represented as a single dose container; 
or, if the labeling specifies the amount of 
potency in a given volume of the 
resultant preparation, remove an 

'  accurately measured representative 
portion from each container. Dilute the 
sample thus obtained with sufficient
O.UV hydrochloric acid to obtain a stock 
solution of convenient concentration 
containing not less than 150 micrograms 
of tetracycline hydrochloride per 
milliliter (estimated). Further dilute an 
aliquot of the stock solution with sterile 
distilled water to the reference 
concentration of 0.24 microgram of 
tetracycline hydrochloride per milliliter 
(estimated).

(2) Sterility. Proceed as directed in 
§ 436.20 of this chapter, using the 
method described in paragraph (e)(1) of 
that section, except use diluting fluid D 
in lieu of diluting fluid A.

(3) Pyrogens. Proceed as directed in 
i  436.32(b) of this chapter, using a 
solution containing 5.0 milligrams of 
tetracycline hydrochloride per milliliter.

(4) Safety. Proceed as directed in 
§ 436.33 of this chapter.

(5) Histamine. Proceed as directed u\ 
i  436.35 of this chapter.

(6) Loss on drying. Proceed as 
directed in § 436.200(b) of this chapter.

(7) pH. Proceed as directed in
§ 436.202 of this chapter, using an 
aqueous solution containing 10 
milligrams per milliliter.

(8) 4-Epianhydrotetracycline. Proceed 
as directed in § 436.309 of this chapter.

Because the conditions prerequisite to 
providing for certification of the drugs 
referenced herein have been complied 
with and as the matter is 
noncontroversial, the Commissioner 
finds for good cause that prior notice 
and public procedure are impractical 
and unnecessary and that the 
amendment may become effective upon 
the date of its publication; however, 
interested persons may, on or before 
July 2,1979, file with the Hearing Clerk 
(HFA-305), Food and Drug 
Administration, Rm. 4-65, 5600 Fishers 
Lane, Rockville, MD 20857, written 
comments, in four copies and identified 
with the docket number found in 
brackets in the heading of this 
document. Comments received may be 
seen in the office of the Hearing Clerk 
between 9 a.m. and 4 p.m., Monday 
through Friday. Any changes in this 
regulation justified by such comments 
will be the subject of a  further 
amendment.

E ffective date. This regulation shall be 
effective June 1,1979.
(Sec. 507, 59 Stat. 463 as amended (21 U.S.C. 
357).)

Dated: May 24,1979.
Mary A. McEniry,
A ssistant D irector fo r  Regulatory A ffairs, 
Bureau o f Drugs.
[FR Doc. 79-17010 Filed 5-31-79; 8:45 am]

BILLING CODE 4110-03-M

DEPARTMENT OF JUSTICE 

Parole Commission.

28 CFR Part 2

Paroling, Recommitting and 
Supervising Federal Prisoners

AGENCY: U.S. Parole Commission. 
ACTION: Final rule; corrections.

s u m m a r y : This document corrects the 
final rule relating to Paroling, 
Recommitting and Supervising Federal 
Prisoners appearing at 44 FR 3408, 
Tuesday, January 16,1979.
EFFECTIVE DATE: January 16,1979.
FOR FURTHER INFORMATION, CONTACT: 
Michael A. Stover, Phone: (202) 724- 
7567.

In FR 79-1344 issue of Tuesday, 
January 16,1979, page 3409 in § 2.32, all 
quotation marks should be deleted.
Cedi C. McCall,
Chairman, United States P arole Commission.
[FR Doc. 79-17006 Filed 5-31-79; 8:45 am]
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28 CFR Part 2

Paroling, Recommitting and 
Supervising Federal Prisoners
AGENCY: U.S. Parole Commission. 
ACTION: Final Rule; Corrections.

SUMMARY: This document corrects the 
final rule relating to Paroling, 
Recommitting and Supervising Federal 
Prisoners appearing at 44 FR 26540, May
4.1979.
EFFECTIVE DATE: May 4, 1979.
FOR FURTHER INFORMATION, CONTACT: 
Barbara Meierhoefer, Phone: (202) 724- 
3095.

In FR Doc. 79-13677 issue of Friday, 
May 4,1979, page 26548, second column 
§ 2.21(a) the second line should read: 
“administrative violation(s) only [i.e.,**. 
Cecil C. McCall,
Chairman, United S tates P arole Commission.
[FR Doc. 79-17007 Filed 5-31-79; 8:45 am]
BILLIN G CODE 4410-01-(9A0401)-M

28 CFR Part 2

Paroling, Recommitting and 
Supervising Federal Prisoners
a g e n c y : U.S. Parole Commission. 
ACTION: Final Rule; Corrections.

s u m m a r y : This document corrects the 
final rule relating to Paroling, 
Recommitting and Supervising Federal 
Prisoners appearing at 44 FR 26550, May
4.1979.
EFFECTIVE DATE: May 4,1979.
FOR FURTHER INFORMATION, CONTACT: 
Barbara Meierhoefer, Phone: (202) 724- 
3095.

In FR 79-14042 issue of Friday, May 4, 
1979, page 26550, third column § 2.19 line 
fifteen should read: “helpful, a 
recommendation should state its”.
Cecil C. McCall,
Chairman, United States P arole Commission,
[FR Doc. 79-17008 Filed 5-31-79: 8:45 am]
BILLIN G CODE 4410-01-<9A0401)-M

EQUAL EMPLOYMENT OPPORTUNITY 
COMMISSION

29 CFR Part 1601

706 Designation Procedures
AGENCY: Equal Employment Opportunity
Commission
a c t io n : Final rule.

SUMMARY: The Equal Employment 
Opportunity Commission amends its 
regulations on designation of certain 
State and local fair employment

practices agencies so that they may 
handle employment discrimination 
charges within their jurisdiction, filed 
with the Commission.
e f f e c t i v e  d a t e : June 1,1979.
FOR FURTHER INFORMATION CONTACT: 
Dorothy D. Howze, telephone 202-634- 
6894, Equal Employment Opportunity 
Commission (State and Local), 2401E 
Street, N.W., Washington, D.C, 20506.
SUPPLEMENTARY INFORMATION: 
Publication of this amendment to 
§ 1601.74(a) effectuates the designation 
of the following agencies as 706 
Agencies:
Jacksonville (Florida) Community Relations 

Commission.
St. Petersburg (Florida) Office of Human 

Relations.1

Notice of proposed designation of the 
Jacksonville Community Relations 
Commission was published in the March
15,1979 issue of the Federal Register, 44 
FR 15733, with notice that written 
comments must have been filed with the 
Commission on or before April 2,1979. 
Notice of proposed designation of the St. 
Petersburg Office of Human Relations 
was published in the April 13,1979 issue 
of the Federal Register, 44 FR 22122, 
with notice that written comments must 
have been filed with the Commission on 
or before April 27,1979. The 
Commission received no comments 
within the prescribed period for filing 
written comments regarding the 
proposed designation of the above 
agencies. .

With the addition of the above 
mentioned agencies, Sec. 1601.74 (a) and
(b) are amended and published as 
follows:

Sec. 1601.74 Designated and notice 
agencies.

(a) The designated 706 Agencies are:
Alaska Commission for Human Rights. 
Alexandria (Va.) Human Rights Office. 
Allentown (Pa.) Human Relations 

Commission.
Anchorage (Alaska) Equal Rights 

Commission.
Arizona Civil Rights Division. 
Augusta/Richmond County (Ga.) Human 

Relations Commission.
Austin (Tex.) Human Relations Commission. 
Baltimore (Md.) Community Relations 

Commission.
Bloomington (Ind.) Human Rights 

Commission.
Broward County (FI.) Human Relations 

Division.
California Fair Employment Practices 

Commission.
Charleston (W. Va.) Human Rights 

Commission.
Colorado Civil Rights Commission. 
Commonwealth of Puerto Rico Department of 

Labor.

Connecticut Commission on Human Rights 
and Opportunities.

Corpus Christie (Tex.) Human Relations 
Commission.

Dade County (Fla.) Fair Housing and 
Employment Commission.

Delaware Department of Labor.
District of Columbia Office of Human Rights.
East Chicago (Ind.) Human Relations 

Commission.
Evansville, (Ind.) Human Relations 

Commission.
Fairfax County (Va.) Human Rights 

Commission.
Florida Commission on Human Relations.
Fort Wayne (Ind.) Metropolitan Human 

Relations Commission.
Fort Worth (Tex.) Human Relations 

Commission.
Gary (Ind.) Human Relations Commission.
Georgia Office of Fair Employment Practices.
Howard County (Md.) Human Rights 

Commission.
Hawaii Department of Labor and Industrial 

Relations.
Idaho Commission on Human Rights.
Illinois Fair Employment fa c tic e s  

Commission.
Indiana Civil Rights Commission.
Iowa Commission on Civil Rights.
Jacksonville (Fla.) Community Relations 

Commission. ■■■■>■!
Kansas Commission on Human Rights.
Kentucky Commission on Human Rights.
Lexington-Fayette (Ky.) Urban County 

Human Rights Commission.
Lincoln (Nebr.) Commission on Human 

Rights.
Madison (Wis.) Equal Opportunities 

Commission.
Maine Human Rights Commission.
Maryland Commission on Human Relations.
Massachusetts Commission Against 

Discrimination.
Michigan Civil Rights Commission.
Minneapolis (Minn.) Department of Civil 

Rights.
Minnesota Department of Human Rights.
Missouri Commission on Human Rights.
Montana Commission for Human Rights.
Montgomery County (Md.) Human Relations 

Commission.
Nebraska Equal Opportunity Commission.
Nevada Commission on Equal Rights of 

Citizens.
New Hampshire Commission for Human 

Rights.
New Jersey Division on Civil Rights, 

Department of Law and Public Safety.
New Mexico Human Rights Commission.
New York City (N.\y.) Commission on Human 

Rights.
New York State Division on Human Rights.
Ohio Civil Rights Commission.
Oklahoma Human Rights Commission.
Omaha (Nebr.) Human Relations Department
Oregon Bureau of Labor.
Orlando (Fla.) Human Relations Department
Pennsylvania Human Relations Commission.
Philadelphia (Pa.) Commission on Human 

Relations.
Pittsburgh (Pa.) Commission on Human 

Relations.
Prince George’s County (Md.) Human 

Relations Commission.
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Rhode Island Commission for Human Rights. 
Rockville (Md.) Human Rights Commission.
St. Paul (Minn.) Department of Human Rights. 
St. Petersburg (Fla.) Office of Human 

Relations.1
Seattle (Wash.) Human Rights Commission. 
Sioux Falls (S. Dak.) Human Relations 

Commission.
South Bend (Ind.) Human Rights Commission. 
South Carolina Human Affairs Commission. 
South Dakota Division of Human Rights. 
Springfield (Ohio) Human Relations 

Department.
Tacoma (Wash.) Human Rights Commission. 
Tennessee Commission for Human y  

Development.
Utah Industrial Commission.
Vermont Attorney General’s Office, Civil 

Rights Division.
Virgin Islands Department of Labor. 
Washington Human Rights Commission.
West Virginia Human Rights Commission. 
Wheeling (W. Va.) Human Rights 

Commission.
Wichita (Karis.) Commission on Civil Rights. 
Wisconsin Equal Rights Division, Department 

of Industry, Labor and Human Relations. 
Wyoming Fair Employment Practices 

Commission.

(b) The designated Notice Agencies 
are:
Arkansas Governor’s Committee, on Human 

Resources.
North Dakota Commission on Labor.
Ohio Director of Industrial Relations.
Raleigh (N.C.) Human Resources Department, 

Civil Rights Unit.
(Sec. 713(a) 78 Stat. 265 (42 USC 2000e- 

12(a)).)
Signed at Washington, D.C. this 29th day of 

May, 1979. '
For the Commission:

Eleanor Holmes Norton,
Chair, Equal Employment Opportunity 
Commission.
[FR Doc. 79-17077 Filed 5-31-79; 8:45 am]
BILUNG CODE 6570-06-M

DEPARTMENT OF LABOR

Pension and Welfare Benefit 
Programs
29 CFR Part 2520

Rules and Regulations for Reporting 
and Disclosure; Plan Description 
Requirements
a g e n c y : Department of Labor.
ACTION: Final regulations.

s u m m a r y : This document contains 
regulations that eliminate, except in 
very limited circumstances, the 
requirement that employee benefit plans

1 The City of St. Petersburg (Fla.) Office of Human 
Relations has been designated as a 706 Agency for 
all charges, except charges alleging retaliation under 
Sec. 704(a) of Title VII. For these types of charges it 
shall be deemed a "Notice Agency,” pursuant to 29 
CFR 1601.71(3).

file a Form EBS-1 with the Department 
of Labor (the Department), and permit a 
plan to satisfy the statutory requirement 
to file a plan description by filing a 
summary plan description (SPD). This 
revision will affect all plans subject to 
the reporting requirement to file a plan 
description under Part 1 of Title I of the 
Employee Retirement Income Security 
Act of 1974 (the Act).
DATE: These regulations are effective 
immediately.
FOR FURTHER INFORMATION CONTACT: 
Joseph Bodnar, Office of 
Communications and Public Services, 
Pension and Welfare Benefit Programs, 
U.S. Department of Labor, Washington,
D.C. 20216, 202-523-6776. This is not a 
toll-free number.
SUPPLEMENTARY INFORMATION: On 
November 21,1978, notice was 
published in the Federal Register (43 FR 
54268} of proposed revisions to the 
reporting and disclosure regulations [29 
CFR Part 2520] under sections 102 and 
104 of the Act. These revisions were 
designed to reduce the paperwork 
burden imposed by the Act by 
eliminating the requirement that 
employee benefit plans file a plan 
description Form EBS-1 with the 
Department.1

Section 104(a)(1)(B) of the Act 
requires the plan administrator of an 
employee benefit plan to file a plan 
description with the Secretary of Labor 
within 120 days after such plan becomes 
subject to Part 1 of Title I of the Act and 
an updated plan description no more 
frequently than once every five years. 
Regulations relating to the initial plan 
description— § § 2520.102-1 and 
2520.104a-2—which were adopted on 
April 23,1976 and July 19,1977 
respectively, provide that the statutory 
requirement to file a plan description 
shall be satisfied by filing a completed 
Form EBS-1. This form, which is 
composed of computer readable “check
o ff’ boxes, provides the Department 
with information relating to the identity 
and structure of the plan and the effect 
of various plan provisions on a 
participant’s right to receive benefits.

Section 104(b)(1) of the Act generally 
requires a plan administrator to furnish 
an SPD to participants within the later 
of 90 days after an employee becomes a 
participant in a plan or 120 days after 
the plan becomes subject to Part 1 of 
Title I. In addition, the administrator is 
required to furnish an updated SPD to 
plan participants every five years,

1 The revisions have been classified as 
"significant regulations” because of the 
considerable public interest in reducing the 
reporting obligations of employee benefit plans 
under ERISA. See 44 FR 5576 (January 26,1979).

except if no amendments have been 
made to the plan during the five year 
period. In any event, an SPD must be 
furnished to plan participants every 
tenth year after the plan becomes 
subject to Part i .  Further, section 
104(a)(1)(C) requires a plan 
administrator to file a copy of the SPD 
with the Department no later than the 
date when it is furnished to plan 
participants.2

The information required to be 
included in the SPD is essentially the 
same information required by the EBS-
1—a description of the plan provisions 
and the effect of these provisions on the 
payment of benefits to plan participants. 
The SPD, however, provides this 
informatiôn in a narrative format and 
must be written in a manner calculated 

1 to be understood by plan participants.
As the Department noted in the 
preamble to the proposed regulations, 
the effect of the plan description and 
SPD regulations is to require two reports 
that contain basically the same 
information to be filed with the 
Department. In order to eliminate this 
duplicative reporting of information, the 
Department proposed to eliminate the 
requirement that employee benefit plans 
file the Form EBS-1.

All interested persons were invited to 
submit comments concerning the 
proposal. More than 70 comments have 
been received. Generally the 
commentators favored the proposed 
revisions. Most commentators agreed 
that the EBS-1 and the SPD largely 
duplicate each other and supported the 
Department’s efforts to reduce 
unnecessary duplication and 
administrative expense. Those 
commentators who objected to the 
proposed revisions noted that the EBS-1 
provides information in a form designed 
for computer reading which facilitates 
the analysis of information provided to 
the Department. The proposed revision, 
in their view, would eliminate a 
valuable source of research information. 
The Department recognizes that the 
primary advantage of the Form EBS-1 is 
that it is designed for computer analysis. 
In those cases where statistical 
information is needed, however, 
alternative sources of data, in addition 
to the SPD, are available. For example, 
certain information concerning plans 
subject to Title I is contained in the 
annual report. In addition, data which is 
not otherwise available to the 
Department can be obtained by means 
of a sampling without requiring all plans *

* Final and interim regulations with respect to the 
requirements to file and to furnish the initial SPD 
(29 CFR 2520.104a-3 and 2520.104b-2) were 
published on July 19,1977.


